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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 22 August 2003 . 
2a)D This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

dosed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-16 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Kl Claim(s) 1-16 are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notjce of Informal Patent Application 

Paper No(s)/Mail Date . 6) £<] Other: See Continuation Sheet . 
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DETAILED ACTION 

1 . Claims 1 -1 6 are pending and currently under restriction requirement. 

2. Given Applicant's identification of SEQ ID NO;2, 4, and 7 of WO 97/09425 cited in the 
specification on page 3, the instant application contains sequence disclosures that are 
encompassed by the definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 
1.821(a)(1) and (a)(2), wherein said SEQ ID NOS: 2, 4 and 7 of WO 97/09425 do not appear to 
be in compliance with the Sequence Rules. 

Accordingly, this application fails to comply with the requirements of 37 CFR 1.821 
through 1 .825 for the reason(s) set forth on the attached Notice To Comply With Requirements 
For Patent Applications Containing Nucleotide Sequence And/OR Amino Acid Sequence 
Disclosures. 

Applicant is invited to consider the following concerning the incorporation by reference 
of SEQ ID NO:2 5 4, and 7 of WO 97/09425: 

The incorporation of essential material in the specification by reference to a foreign 
application or patent, or to a publication is improper. Applicant is required to amend the 
disclosure to include the material incorporated by reference. The amendment must be 
accompanied by an affidavit or declaration executed by the applicant, or a practitioner 
representing the applicant, stating that the amendatory material consists of the same material 
incorporated by reference in the referencing application. See In re Hawkins, 486 F.2d 569, 179 
USPQ 157 (CCPA 1973); In re Hawkins, 486 F.2d 579, 179 USPQ 163 (CCPA 1973); and In re 
Hawkins, 486 F.2d 577, 179 USPQ 167 (CCPA 1973). 
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An application as filed must be complete in itself in order to comply with 35 U.S.C. 1 12; 
however this does not bar incorporation by reference. Ex parte Schwarze , 151 USPQ 426 (Bd. 
of Appeals, 1966). an application for a patent when filed may incorporate "essential materiar by 
reference to (1) a United States patent or (2) an allowed U.S. application, subject to the 
conditions set forth below. "Essential materiar 1 is defined as that which is necessary to (1) 
support the claims, or (2) for adequate disclosure of the invention (35 U.S.C. 1 12). "Essential 
material" may not be incorporated by reference to (1) patents or applications published by 
foreign countries or regional patent offices, to (2) non-patent publications, to (3) a U.S. patent or 
application which itself incorporates "essential material" by reference or to (4) a foreign 
application. See In re Fouche . 169 USPQ 429; 439 F.2d 1237 (CCPA 1971). 

Nonessential subject matter may be incorporated by reference to (1) patents or 
application published by the United states or foreign countries or regional patent offices, (2) 
prior filed, commonly owned U.S. applications or (3) non-patent publications, for purposes of 
indicating the background of the invention or illustrating the state of the art. 

The referencing application must include (1) an abstract, (2) a brief summary of the 
invention, (3) an identification of the referenced patent or application, (4) at least one view in the 
drawing in those applications admitting of a drawing, and (5) one or more claims. Particular 
attention should be directed to specific portions of the referenced patent or application. 

Therefore, applicant is invited to amend the specification by incorporating sequences of 
SEQ ID NOS: 2, 4, and 7 of WO 97/09425 by complying with the Sequence Rules as set forth on 
the attached Notice To Comply With Requirements For Patent Applications Containing 
Nucleotide Sequence And/OR Amino Acid Sequence Disclosures. 

In addition, applicant is reminded to provide the appropriate Hawkins Declaration to 
accompany amending the instant specification to provide the essential subject of SEQ ID NOS: 
2, 4, and 7 of WO 97/09425. 



Application/Control Number: 10/646,268 
Art Unit: 1644 



Page 4 



3. Further, it is noted that the instant specification discloses and instant claims recite the 
nucleic acid sequence set forth in GENBANK ACCESSION NO: AB005060, which would be 
subject to a rejection under 35 USC 1 12, first paragraph, written description and/or enablement 
in the absence of a SEQ ID NO. 

Here, too, applicant is invited to consider amending the instant application by providing 
the appropriate SEQ ID NO. associated with the nucleic acid sequence set forth in GENBANK 
ACCESSION NO: AB005060 at the time of filing of the instant application and follow the 
requirements of incorporation by reference of essential subject matter as indicated above (e.g., 
compliance with the Sequence Rules and a Hawkins Declaration). 

Election/Restrictions 

4. For examination purposes the following is noted: 

The claims recite multiple methods of treating or preventing congestive heart failure 
comprising administering polypeptides or expression vectors which reads on nucleic acids. 
These molecules are patentably distinct because their structures, physicochemical properties 
and/or mode of action are different, and they do not share a common structure that is disclosed to 
be essential for common utility. Therefore, the restriction has been set forth for each as separate 
groups, irrespective of the format of the claims. 

Further, it is noted that the recitation of "administering an expression vector encoding 
said polypeptide to said mammal" in claim 16 is not in proper dependent claim format, as claim 
1 is drawn to administering a "polypeptide", while claim 16 is drawn to "administering an . 
expression vector encoding said polypeptide to said mammal". 

Therefore, the restriction has been set forth for each as separate groups, irrespective of 
the format of the claims. 

Further, in the interest of compact prosecution, the Groups set forth below will indicate 
which claim limitations would be considered as it reads on "administering an expression vector 
encoding said polypeptide to said mammal" by indicating the current claims that would be read a 
Group drawn to "administering an expression vector encoding said polypeptide to said 
mammal". 
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However, applicant is required to amend the claims to clearly set forth proper 
independent and dependent claims drawn to administering "polypeptides" or "expression 
vectors". 

5. Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-15, in part, drawn to a method for treating or preventing congestive 
heart failure in mammal comprising administering a polypeptide comprising an 
EGF-like domain, classified in class 424, subclass 198.1. 

II. Claims 1 and 3-16, in part, drawn to a method for treating or preventing 
congestive heart failure in mammal comprising administering an expression 
vector encoding the polypeptide comprising an EGF-like domain, classified in 
class 514, subclass 44. 

The inventions are distinct, each from the other because of the following reasons: 

6. Inventions I and II are directed to related methods. The related inventions are distinct if 
the (1) the inventions as claimed are either not capable of use together or can have a materially ' 
different design, mode of operation, function, or effect; (2) the inventions do not overlap in 
scope, i.e., are mutually exclusive; and (3) the inventions as claimed are not obvious variants. 
See MPEP § 806.05(j). In the instant case, the inventions as claimed are directed to different 
methods which differ with respect to one or more ingredients, method steps, and/or endpoints; 
therefore, each method is patentably distinct. Furthermore, the distinct ingredients, method 
steps, and/or endpoints require separate and distinct searches. The ingredients, i.e. the 
polypeptide and the expression vector, are molecules that are patentably distinct because their 
structures, physicochemical properties and/or mode of action are different, and they do not share 
a common structure that is disclosed to be essential for common utility. Furthermore, the 
inventions as claimed do not encompass overlapping subject matter and there is nothing of 
record to show them to be obvious variants. As such, it would be burdensome to search. 
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7. Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions have acquired a separate status in the art in view of their different classification, 
restriction for examination purposes as indicated is proper. 

Species Election 

8. This application contains claims directed to the following patentably distinct species: 

9. If any one of Inventions I-II is elected . Applicant is required to elect a specific 
polypeptide recited in claim 2: 

A) SEQ ID NO:2 of WO 97/09425, 

B) SEQ ID NO:4 of WO 97/09425, 

C) SEQ ID NO:7 of WO 97/09425, OR 

D) the amino acid sequence encoded by the nucleic acid sequence set forth in 
GENBANK ACCESSION NO.: AB005060. 

1 0. In addition, if any one of Inventions I-II is elected , Applicant is required to elect a 
specific diseas e recited in claims 4-5 (e.g. hypertension). 

1 1 . These species are independent or distinct because claims to the different species recite the 
mutually exclusive characteristic of such species. Furthermore, these species of polypeptides are 
patentably distinct because their structures, physicochemical properties and/or mode of action are 
different, and they do not share a common structure that is disclosed to be essential for common 
utility. In addition, these species are not obvious variants of each other based on the current 
record. 

12. Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. Currently, claim 1 is generic. 
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13. There is an examination and search burden for these patentably distinct species due to 
their mutually exclusive characteristics. These species require a different field of search (e.g., 
searching different classes/subclasses or electronic resources, or employing different search 
queries); and/or the prior art applicable to one species would not likely be applicable to another 
species; and/or the species are likely to raise different non-prior art issues under 35 U.S.C. 101 
and/or 35 U.S.C. 112, first paragraph. 

Applicant is advised that the reply to this requirement to be complete must include (i) an 
election of a species or invention to be examined even though the requirement be traversed (37 
CFR 1 . 143) and (ii) identification of the claims encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To reserve 
a right to petition, the election must be made with traverse. If the reply does not distinctly and 
specifically point out supposed errors in the restriction requirement, the election shall be treated 
as an election without traverse. 

14. Should applicant traverse on the ground that the inventions or species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record showing the 
inventions or species to be obvious variants or clearly admit on the record that this is the case. In 
either instance, if the examiner finds one of the inventions unpatentable over the prior art, the 
evidence or admission may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
allowable generic claim as provided by 37 CFR 1.141. 

15. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharon Wen whose telephone number is (571) 270-3064. The 
examiner can normally be reached on Monday-Thursday, 8:30AM-6:00PM, ALT. Friday, EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached on (571)272-0841 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Sharon Wen, Ph.D. 
Patent Examiner 
August 17, 2007 
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NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

The nucleotide and/or amino acid sequence disclosure contained in this application does 
not comply with the requirements for such a disclosure as set forth in 37 CFR 1.821 - 
1.825 for the following reason(s): 



1. This application clearly fails to comply with the requirements of 37 CFR 1.821 

- 1.825. Applicant's attention is directed to these regulations, published at 1114 og 29 
May 15, 1990 and at 55 FR 18230, May 1, 1990. - ' 



2. This application does not contain, as a separate part of the ' disclosure on 



paper copy, a -Sequence Listing" as required by ,37 CFR 1.821(c), 



3. A copy of the -Sequence Listing- in computer readable form has not been 



submitted as required by 37 CFR 1.821(e). 

A copy of the "Sequence Listing- in computer readable form has been submitted. 

However, the content of the computer readable form does not comply with the requirements 
of 37 CFR 1.822 and/or 1.823, as indicated on the attached copy of the marked-up -Raw 
Sequence Listing.- 

5. The computer readable form that has been filed with this application has been 

found to be damaged and/or unreadable as indicated on the attached CRF Diskette Prpblem 
Report. A substitute computer readable form must be submitted as required by 37 CFR 
1 • 825 (d) . 

n 

I — I 6. The paper copy of the -Sequence Listing" is not the same as the computer 
readable form of the "Sequence Listing" as required by 37 CFR 1.821(e). 

□. * 

Other: : — — : ' m 

Applicant must provide: . t 

IX] An initial or substitute computer readable form (CRF) copy of the "Sequence 
Listing" 

IK) An initial or substitute paper copy of the "Sequence Listing", as well as an 
amendment directing its entry into the specification 

K] A statement that the content of the paper and computer readable copies are the same 

and, where applicable, include no new matter, as required by 37 CFR 1.821(e) or 
1.821(f) or 1.821(g) or 1.825(b) or 1.825(d) 

For questions regarding compliance with these requirements, please contact: 

For Rules Interpretation, call (703) 308-1123 
For CRF submission help, call (703) 308-4212 
For Patentln software help, call (703) 557-0400 



Please return a copy of this notice with your response. 



